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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 

1. This is a non-final, first office action on the merits for Application Number 10/589,560 filed 
August 16, 2006. 

2. Claims 1-20 currently are pending and have been examined. 



Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on August 26, 2006 is in compliance with 
the provisions of 37 CFR1.97. Accordingly, the information disclosure statement has been 
considered by the examiner. The foreign reference was crossed out and not considered because 
an English translation was not provided by the applicant. 



Drawings 

4. New corrected drawings in compliance with 37 CFR 1.121(d) are required in this application 
because the drawings contain words which are not in English. Applicant is advised to employ the 
services of a competent patent draftsperson outside the Office, as the U.S. Patent and 
Trademark Office no longer prepares new drawings. The corrected drawings are required in 
reply to the Office action to avoid abandonment of the application. The requirement for corrected 
drawings will not be held in abeyance. 



Specification 

5. The incorporation of essential material in the specification by reference to an unpublished U.S. 
application, foreign application or patent, or to a publication is improper. 
In applicant's claim for priority, applicant attempts to incorporate foreign patents by reference. 
Applicant is required to amend the disclosure to include the material incorporated by reference, if 
the material is relied upon to overcome any objection, rejection, or other requirement imposed by 
the Office. The amendment must be accompanied by a statement executed by the applicant, or a 
practitioner representing the applicant, stating that the material being inserted is the material 
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previously incorporated by reference and that the amendment contains no new matter. 37 CFR 
1.57(f). 

Claim Rejections - 35 USC §112 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 17-20 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 

Applicant asserts that the claim elements "memory means", "input means" and "reading means" 
are means (or step) plus function limitation that invokes 35 U.S.C. 112, sixth paragraph. 
However, it is unclear whether the claim elements are a means (or step) plus function limitation 
that invokes 35 U.S.C. 112, sixth paragraph. If applicant wishes to have the claim limitations 
treated under 35 U.S.C. 112, sixth paragraph, applicant is required to: 

(a) Amend the claim to include the phrase "means for" or "step for" in accordance with these 
guidelines: the phrase "means for" or "step for" must be modified by functional language and the 
phrase must not be modified by sufficient structure, material, or acts for performing the claimed 
function; or 

(b) Show that the claim limitation is written as a function to be performed and the claim does not 
recite sufficient structure, material, or acts for performing the claimed function which would 
preclude application of 35 U.S.C. 1 12, sixth paragraph. For more information, see MPEP § 2181 . 

Claim Rejections - 35 USC §101 

8. 35 U.S.C. 101 reads as follows: 
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Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 

9. Claims 1-6 and 11-14 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matter. 

Claim 1 is not directed to a "process" under 35 U.S.C. §101. 

In order for a method to be considered a "process" under 35 U.S.C. §101, a claimed process 
must either: (1 ) be tied to a particular machine or apparatus or (2) transform a particular article to 
a different state or thing. Diamond v. Diehr, 450 U.S. 175, 184 (1981); Parker v. Flook, 437 U.S. 
584,588 n.9 (1978); Gottschalk v. Benson, 409 U.S. 63, 70 (1972); In re Bilski, 545 F.3d 943, 88 
USPQ2d 1385 (Fed. Cir. 2008). If neither of these requirements is met by the claim, the method 
is not a patent eligible process under 35 U.S.C. §101 and is non-statutory subject matter. 
There are two corollaries to these requirements. First, the use of the specific machine or 
transformation of the article must impose meaningful limits on the claim's scope to impart patent- 
eligibility. See Benson, 409 U.S. at 71-72. Second the involvement of the machine or 
transformation in the claimed process must not merely be insignificant extra-solution activity. See 
Flook, 437 U.S. at 590. 

Claim 1 is not sufficiently tied to a particular machine or apparatus, nor does the claimed method 
transform a particular article to a different state or thing. Claims 2-6 and 11-14 which depend 
upon claim 1 do not cure the deficiencies of claim 1 and are therefore rejected for the same 
reasons set forth above. 

Claim Rejections - 35 USC §102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for 
the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 



Application/Control Number: 10/589,560 Page 5 

Art Unit: 4135 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 
11. Claims 1-20 are rejected under 35 U.S.C. 102(b) as being anticipated by Brimm et al., US Patent 
Number 5,072,383 (Brimm). 

Referring to claim 1, Brimm discloses: storing at least one of study-related and patient-related 
data (Abstract patient information system), to be read out by a non-study doctor (Abstract 
physician) assigned to the patient, in a memory (C4, L24 "memory unit") during the clinical study 
(C4, L10-20 "automated clinical records management"). 

Referring to claim 2, Brimm discloses all of the limitations of claim 1 and further discloses: the 
data are [sic] stored in the memory by a study doctor (C9, L1 7 physician enters orders). 
Referring to claim 3, Brimm discloses all of the limitations of claim 1 and further discloses: the 
non-study doctor reads the data out from the memory before an interaction with the patient (C5, 
L53). 

Referring to claim 4, Brimm discloses all of the limitations of claim 1 and further discloses: the 
data are [sic] stored in the memory with standardized structuring (Fig. 10). 

Referring to claim 5, Brimm discloses all of the limitations of claim 1 and further discloses: clear 
instructions to the non-study doctor are stored as data (C1 1 , L25 creation of task list). 
Referring to claim 6, Brimm discloses all of the limitations of claim 1 and further discloses: the 
data are [sic] assigned to various classes, and the non-study doctor reads only information of one 
class out from the memory (C9, L19 select from a list the type of information). 
Referring to claim 7, Brimm discloses: 

- a memory (C4, L24 "memory unit") assigned to the patient for at least one of study-related and 
patient-related data (Abstract patient information system) 

- a cfafa input device (11 bedside workstation) for storing data in the memory 

- a data reading device (C4, L25 terminal unit with display means), accessible by a non-study 
doctor (Abstract physician) assigned to the patient, for reading the data out from the memory 
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Referring to claim 8, Brimm discloses all of the limitations of claim 7 and further discloses: the 
memory is portable (C6, L52 discs). 

Referring to claim 9, Brimm discloses all of the limitations of claim 7 and further discloses: the 
memory is part of a data network (C5, L64 network), to which data input and output devices are 
connectable (C6, L18 monitoring equipment) and wherein authorization, is required for access to 
the data (C9, L13 entry to the system restricted by security measures). 

Referring to claim 10, Brimm discloses all of the limitations of claim 7 and further discloses: the 
data reading device is portable (11 bedside workstation). 

Referring to claim 1 1 , Brimm discloses all of the limitations of claim 2 and further discloses: the 
non-study doctor reads the data out from the memory before an interaction with the patient (see 
claim 3 details above). 

Referring to claim 12, Brimm discloses all of the limitations of claim 2 and further discloses: 
the data are stored in the memory with standardized structuring (see claim 4 details above). 
Referring to claim 13, Brimm discloses all of the limitations of claim 2 and further discloses: clear 
instructions to the non-study doctor are stored as data (see claim 5 details above). 
Referring to claim 14, Brimm discloses all of the limitations of claim 2 and further discloses: the 
data are assigned to various classes, and the non-study doctor reads only information of one 
class out from the memory (see claim 6 details above). 

Referring to claim 15, Brimm discloses all of the limitations of claim 8 as detailed above and 
further discloses: the data reading device is portable (C6, L19 such as a respiratory monitor; 8 10 
bedside devices). 

Referring to claim 16, Brimm discloses all of the limitations of claim 9 as detailed above and 
further discloses: the data reading device is portable (C6, L1 9 such as a respiratory monitor; 8 10 
bedside devices). 

Referring to claim 17, Brimm discloses: 

- memory means (C4, L24 "memory unit"), assigned to the patient, for at least one of study- 
related and patient-related data (Abstract patient information system); 
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- input means for storing data in the memory means (1 1 bedside workstation); and 

- reading means (C4, L25 terminal unit with display means), accessible by a non-study doctor 
assigned to the patient (Abstract physician), for reading the data out from the memory means. 
Referring to claim 18, Brimm discloses all of the limitations of claim 17 as detailed above and 
further discloses: the memory means is portable 9 (C6, L52 discs). 

Referring to claim 19, Brimm discloses all of the limitations of claim 17 as detailed above and 
further discloses: the memory means is part of a data network (C5, L64 network), to which data 
input and output devices are connectable (C6, L18 monitoring equipment) and wherein 
authorization is required for access to the data (C9, L13 entry to the system restricted by security 
measures). 

Referring to claim 20, Brimm discloses all of the limitations of claim 17 as detailed above and 
further discloses: the reading means is portable (C6, L19 such as a respiratory monitor; 8 10 
bedside devices). 

Conclusion 

12. The pertinent art made of record and not relied upon includes: 

- Dempsey et al., US Patent Number 5,417,222 which discloses a portable patient monitoring 
device and method. 

- Collen, Morris F., M.D., "Clinical Research Databases-A Historical Review", 1990, Journal of 
Medical Systems, Vol. 14, No. 6. 

13. Any inquiry of a general nature or relating to the status of this application or concerning this 
communication or earlier communications from the Examiner should be directed to 
Michael Fuelling whose telephone number is 571.270.1367. The Examiner can normally be 
reached on Monday-Friday, 9:30am-5:00pm. If attempts to reach the Examiner by telephone are 
unsuccessful, the Examiner's supervisor, NAEEM HAQ can be reached at 571.272.6758. 
Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be 
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obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://portal.yspto.qov/externai/portai/pair . Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866.217.9197 (toll-free). 
Any response to this action should be mailed to: 

Commissioner of Patents and Trademarks 
Washington, D.C. 20231 

or faxed to 571-273-8300. 

Hand delivered responses should be brought to the United States Patent and Trademark 
Office Customer Service Window: 

Randolph Building 
401 Dulany Street 
Alexandria, VA 22314 

/Michael Fuelling/ 
Examiner 
July 7, 2009 
Art Unit 4135 

/Naeem Haq/ 

Supervisory Patent Examiner, Art Unit 4135 



